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DETAILED ACTION 

Specification 

1 . The disclosure is objected to because of the following informalities: 
On page 6, line 32, "(16)" should read -(2)-. 

Appropriate correction is required. 

Claim Objections 

2. Claims 33-35, 40, and 42 are objected to because of the following informalities: 
Regarding claims 33 and 34, at line 1, "means to rotate" should read -means for 
rotating-. 

Regarding claim 35, at line 1 , "means for collection" should read -means for 
collecting-. 

Regarding claim 40, the claim ends without a period and may be incomplete. 
Regarding claim 42, at lines 1-2, "ecto-and/or endo-cervical" should read -at 
least one of ectocervical or endocervical- 
Appropriate correction is required. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 25-26, 32, and 37-43 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 
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Claim 25 recites the limitation "the end thereof attached to the plunger " in line 2 
of the claim. There is insufficient antecedent basis for this limitation prior to this 
recitation. It is unclear as to whether there is necessarily an end of the catheter attached 
to the plunger. 

Claim 26 recites the limitation "the end of said catheter remote from the plunger " 
in lines 1-2 of the claim. There is insufficient antecedent basis for this limitation prior to 
this recitation. It is unclear as to whether there is necessarily an end of the catheter 
attached to the plunger. 

Referring to claim 32, the use of the alternative language "or other" in line 2 fails 
to clearly define the metes and bounds of the claim. 

Claim 37 recites the limitation "the end" in line 3 of the claim. There is insufficient 
antecedent basis for this limitation prior to this recitation. It is unclear as to what end of 
the catheter the recitation refers (i.e. the proximal or distal end of the catheter). 

Claim 37 recites the limitation " the opening" in line 3 of the claim. There is 
insufficient antecedent basis for this limitation prior to this recitation. It is unclear at 
which opening of the internal cavity the catheter should be located. 

Referring to claim 43, Applicant inappropriately attempts to combine two statutory 
types of invention. The preamble of the claim recites a method however lines 2-9 of the 
claim define an apparatus. It is suggested that the claim be amended to read -providing 
a device- instead of "comprising a device" at line 2 of the claim. 

Claim 43 recites the limitation "the end" in line 1 1 of the claim. There is 
insufficient antecedent basis for this limitation prior to this recitation. It is unclear as to 
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what end of the catheter the recitation refers (i.e. the proximal or distal end of the 
catheter). 

Claim 43 recites the limitation " the opening" in line 11 of the claim. There is 
insufficient antecedent basis for this limitation prior to this recitation. 

Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

6. Claims 23-25, 32, and 35 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Ellard (US Patent No. 5,007,903). 

Regarding claim 23, Ellard discloses a device 10 for collection of a fluid sample, 
comprising a barrel 12 having an opening 37 at one end thereof, a plunger 16 operable 
axially within the barrel 12; the barrel 12 and the plunger 16 defining a fluid chamber 
having a volume which varies on axial movement of the plunger 16 within the barrel 12, 
and a flexible, hollow, elongate catheter 28 extending from the fluid chamber through 
the opening 37 in the barrel 12, the catheter being in operative engagement with the 
plunger 16 for axial movement to extend and retract the catheter 28 within respect to 
the barrel 12 on axial movement of the plunger 16, and said catheter 28 being in fluid 
communication with the fluid chamber to provide a fluid flow path to and from the fluid 
chamber through the hollow catheter 28 (see fig. 1). 
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Regarding claim 24, Ellard discloses a device 10, as described above, wherein 
the catheter 28 extends into a chamber in the plunger 16 which is in fluid 
communication with said fluid chamber (see fig. 1). 

Regarding claim 25, Ellard discloses a device 10, as described above, wherein 
the catheter 56 is provided with perforations 60 in the wall thereof at or near the end 
thereof attached to the plunger for fluid communication with said fluid chamber (see fig. 
3). 

Regarding claim 32, Ellard discloses a device 10, as described above, further 
comprising a coil spring device 40 located between the barrel 12 and the plunger 16 of 
the device 10 (see fig. 2). 

Regarding claim 35, Ellard discloses a device 10, as described above, further 
comprising means for collection (the capsule defined by reference numeral 48 and 51) 
of a sample of cells or cellular debris, the means being located on said barrel 12 at or 
adjacent to the opening 47 at one end thereof (see column 3/lines 51-56 and column 
4/lines 28-35; see fig. 3). 

7. Claims 23, 26, and 33-34 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Mahurkar (US Patent No. 5,836,921). 

Referring to claim 23, Mahurkar discloses a device for collection of a fluid 
sample, comprising a barrel 10 having an opening 15 at one end thereof, a plunger 1 1 
operable axially within the barrel 10, the barrel 10 and the plunger 1 1 defining a fluid 
chamber having a volume which varies on axial movement of the plunger 1 1 within the 
barrel 10, and a flexible, hollow, elongate catheter 13 extending from the fluid chamber 
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through the opening 15 in the barrel 10, the catheter 13 being in operative engagement 
with the plunger 1 1 for axial movement to extend and retract the catheter 1 3 within 
respect to the barrel 10 on axial movement of the plunger 1 1 , and the catheter 13 being 
in fluid communication with the fluid chamber to provide a fluid flow path to and from the 
fluid chamber through the hollow catheter 13 (see figs. 4 & 5). 

Referring to claim 26, Mahurkar discloses a device, as described above, wherein 
the end of the catheter 13 remote from the plunger 1 1 is sealed, and the catheter 13 is 
provided with perforations 26 in the wall thereof at or near the sealed end of the hollow 
catheter 13 (column 5/lines 1-3). 

Referring to claim 33, Mahurkar discloses a device, as described above, further 
comprising means to rotate the plunger 1 1 on axial movement of the plunger 1 1 within 
the barrel 10 of the device (column 7/lines 48-50). 

Referring to claim 34, Mahurkar discloses a device, as described above, wherein 
the means to rotate is adapted to rotate the plunger from 90° to 360° on full axial 
movement of the plunger 1 1 within the barrel 10 (i.e. the plunger 1 1 rotates according to 
the curvature of slot 1 9; see fig. 1 ). 

8. Claims 37-43 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Gravlee (US Patent No. 3,636,940). 

Regarding claim 37, Gravlee discloses a method for collection of a fluid sample 
from an internal cavity of a mammal, the method comprising the steps of: 

(i) locating the end of a flexible, hollow, elongate catheter (i.e. defined by two 
lumens 21 and 23) at the opening of the internal cavity; 
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(ii) penetrating the internal cavity by moving the catheter into the cavity while 
simultaneously passing wash fluid through the hollow catheter (i.e. through the inlet 
lumen 21 ) to wash at least a portion of the surface of the internal cavity; and 

(iii) subsequently retracting the catheter from the cavity while simultaneously 
collecting a fluid sample by aspirating the wash fluid through the hollow catheter (i.e. 
through the outlet lumen 23) (see column 2/lines 71-75; see column 4/lines 112-15; see 
abstract). 

Regarding claim 38, Gravlee discloses a method, as described above, wherein 
the mammal is a human. 

Regarding claim 39, Gravlee discloses a method, as described above, wherein 
the internal cavity is the uterus 36 of a human female, and the fluid is a uterine wash 
sample 32 (see figs. 1 & 2; column 2/lines 71-75). 

Regarding claim 40, Gravlee discloses a method, as described above, 
comprising the further step of substantially separating out the fluid sample from the cells 
and cellular debris (see column 4/lines 12-15 and 67-70). 

Regarding claim 41, Gravlee discloses a method, as described above, wherein a 
sample of cells or cellular debris is simultaneously collected at the opening of the 
internal cavity (see fig. 2). 

Regarding claim 42, Gravlee, discloses a method, as described above, wherein 
the sample is a sample of ecto- and/or endo-cervical cells (see fig. 2). 
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Regarding claim 43, Gravlee discloses a method for collection of a fluid sample . 
from an internal cavity of a mammal, comprising a device (21, 22, 23 32, and 33) for 
collection of a fluid sample, the method comprising the steps of: 

(i) , locating the end of a flexible, hollow, elongate catheter (i.e. defined by two 
lumens 21 and 23) at the opening of the internal cavity; 

(ii) penetrating the internal cavity by moving the catheter into the cavity while 
simultaneously passing wash fluid through the hollow catheter (i.e. through the inlet 
lumen 21) to wash at least a portion of the surface of the internal cavity; and 

(iii) subsequently retracting the catheter from the cavity while simultaneously 
collecting a fluid sample by aspirating the wash fluid through the hollow catheter (i.e. 
through the outlet lumen 23) (see column 2/lines 71-75; see column 4/lines 112-15; see 
abstract). 

Claim Rejections - 35 USC § 103 

9. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

10. Claims 27-28 and 31 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Ellard ('903) in view of Sundberg (US Patent No. 5,494,044). 

Ellard discloses a device, as described above, that teaches all the limitations of 
the claim except that it does not further comprise a filter. Sundberg discloses a syringe 
with a cell filter 17 located in the barrel 10 in the fluid flow path to and from the fluid 
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chamber through the hollow catheter 15; the cell filter 17 is adapted to substantially 
remove cells and cellular debris from a fluid in said fluid flow path (see column 5/lines 
34-35, 57-60). It would have been obvious to one of ordinary skill in the art at the time 
Applicant's invention was made to provide a device similar to that of Ellard with a filter 
similar to that of Sundberg in order to perform in-vivo separation of bodily fluids from 
cells (i.e. simultaneous collection and filtering operations). 

1 1 . Claims 29 is rejected under 35 U.S.C. 103(a) as being unpatentable over Ellard 
('903) in view of Sundberg ('044) as applied to claim 27 above, further in view of 
Schindler et al. (US Patent No. 4,265,249). The device of Ellard as modified by 
Sundberg discloses all the limitations of the claim except that the filter is not located in 
the hollow catheter. Schindler et al. disclose a catheter device wherein a filter is 
positioned in hollow catheter. It would have been obvious to one of ordinary skill in the 
art at the time Applicant's invention was made to provide a device similar to that of 
Ellard as modified by Sundberg with a filter located in the hollow catheter in order to 
remove the cells from the body fluid directly inside the body of the patient (column 
1/lines 61-64). 

12. Claims 30 is rejected under 35 U.S.C. 103(a) as being unpatentable over Ellard 
('903) in view of Sundberg ('044) as applied to claim 27 above, further in view of 
Baidwan et al. (US Patent No. 5,238,003). The device of Ellard as modified by 
Sundberg discloses all the limitations of the claim except that the filter is not located in 
the plunger. Baidwan et al. disclose a syringe with a filter located in the plunger (see 
figs. 1 & 2). It would have been obvious to one of ordinary skill in the art at the time 
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Applicant's invention was made to provide a device similar to that of Ellard as modified 
by Sundberg with a filter located in the plunger, which controls the volume of fluid to be 
collected, so as to maximize the capacity of the fluid chamber of the syringe (i.e. when 
the filter is located in the barrel, less fluid can be collected with a similar size syringe 
compared to when the filter is located in the plunger) (see column 1/lines 18-22). 

13. Claims 36 is rejected under 35 U.S.C. 103(a) as being unpatentable over Ellard 
('903) in view of Parasher (US Patent No. 5,738,109). Ellard discloses a device, as 
described above, that teaches all the limitations of the claim except that the means for 
collecting a sample of cells or cellular debris comprises a brush or brush-like device. 
Parasher discloses a medical catheter with a brush located near a distal end for 
insertion into a body cavity for collecting a sample of cells or cell debris. It would have 
been obvious to one of ordinary skill in the art at the time Applicant's invention was 
made to provide a device similar to that of Ellard with a cell collection catheter similar to 
that of Parasher in order to obtain a large sample of cells that qualifies as a biopsy 
without the risk of damaging the endo-cervical canal (see Parasher, column 2/lines 17- 
20 and 31-36). 

Conclusion 

14. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

US Patent No. 3,626,928 to Barringer et al. discloses a method comprising the 
steps of: locating the end of a flexible, hollow, elongate catheter at the opening of the 
internal cavity; penetrating the internal cavity by moving the catheter into the cavity 
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while simultaneously passing wash fluid through the hollow catheter (i.e. through the 
inlet lumen 21) to wash at least a portion of the surface of the internal cavity; and 
subsequently retracting the catheter from the cavity while simultaneously collecting a 
fluid sample by aspirating the wash fluid through the hollow catheter. 

US Patent No. 5,304,150 to Duplan et al. discloses a retractable needle for use 

with a hypodermic syringe; the catheter engages with the sealing portion of a 

commercially available hypodermic syringe plunger, allowing it to be withdrawn into the 

barrel of the syringe after use. 

US Patent No. 5,485,853 to Stubbs discloses a syringe apparatus 12 with a 

hollow catheter 22 for withdrawing fluid or tissue from a patient's body and holds it in a 

sealed relationship within the barrel of the syringe. 

1 5. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Rene Towa whose telephone number is (571) 272-8758. 
The examiner can normally be reached on M-F, 8:00-16:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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